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From Weniger, Bruce
Sent: Wednesday, 21 March 2001 15:04

To: Baker Barbara (M SI) (E-mail); Bryant Amanda (GA Div Heal th)
(E-mail); Carvell Del (GA) (E-mail); Chaitkin Karen N. (FDA) (E-mail);
Cover Richard D. (KY) (E-mail); David (Weth WAL) Zabele (E-mail);
Davi s Robert (GHCPS Wwash) (E-mail); Dickson Cindy (Merck) (E-mail);
Durmont Don (OR) (E-mmil); Easterday Lori (Aventis US) (E-mail);
Frederick Varricchio (E-mail); Ceoffrey Evans (E-mail); G lbert, Jayne
(Chiron) (E-mail); Halsey Neal (JHU) (E-nmmil); Hart Patricia L.
(Wellstar) (E-mail); Harze Adiff (Merck) (E-nmamil); Hinman Al an
(TaskForce) (E-nmil); Irene M (SBB) Laverence (E-mail); Jack (Weth)
Barry (E-mail); Jerone Donlon (E-mail); Jones Dennis D. (GA) (E-numil);
Ki m Joann (AAP) (E-mail); King Arlene (Health Canada) (E-mail);
Kirschner Celeste (AVA Coding) (E-nail); Kropas John (WV Wet h)
(E-mail); Levin James E. (UWMN.edu) (E-mail); Long Cyndee (Weth/W.V)
(E-mail); MBraun (E-mail); Mher Katie (Merck) (E-nmail); Mher Lugene
(Weth) (E-nmail); MHugh, Yvonne (Chiron) (E-mail); MKenney Tom
(Chiron) (E-mail); Mlan (Baxter) Blake (E-mail); MIler John M

(MSMS. org) (E-mail); Mrgan Andrew (Medeva) (E-nmil); Mindt Janes
(Merck) (E-mail); Norman Baylor (E-mail); Pat Thomas (E-mail 2); Ranmirez
Jeff (VA) (E-mail); Rennels Margaret (Univ MD) (E-mail); Roberts John
(UCC) (E-mail); Ron Filipski (E-mail); Rosofsky Robert (MA) (E-numil);
Sarah X. Fan (WAL Weth) (E-mail); Saxon-Ellis Mary (SB) (E-mail);
Schaffner Wlliam (Vanderblt) (E-mail); Seeley Jeff (Merck) (E-mail);
Segal Ellie (Chiron) (E-mail); Seppel A (Weth) (E-mail); Sharkey Frank
(UCCO) (E-mail); Smith Dinny (TX Dept. Hth) (E-nail); Stevens Kinberlee
(WV) (E-mail); Stuerke Stacy H (Merck) (E-mail); Susan Ellenberg
(E-mail); Terwilliger John (UCC) (E-nmmil); Thomas (AAP) Saari (E-mail);
Tom (Texas D of H Cark (E-mail); Tom Cal abrese (GSK) (E-mail); Toni
Stifano (E-mail); Trautmann Gene (TX DofH) (E-nmil); Wal op Wkke (Health
Canada) (E-mail); Watson WIlliam (TFCS) (E-mail); WId Ellen (TFCS)
(E-mail); WIlliamPurvis (E-mail); Wnsnes Randi (Norw Med Contr Auth)
(E-mail); Wod Karen (Wellstar) (E-mail); Zinmrerman Richard K (U Pitt)
(E-mail); Ai Rashidee (E-mail); Bob (Bob) Chen (NIP) (E-mail); Julie
Ganmez (E-nmail); Pat Thomas (E-nmil); Susan Abernathy (E-nuail)

Cc: Benjamin Schwartz (E-mail); Beth Hibbs (E-mail); Bill N chols
(E-mail); Egan WIlliam (FDA CBER) (E-mil); Frank Destefano (E-numil);
G na Motrey (E-mail); Harald Heijbel (Sweden) (E-mail); Haygood Dottie
(Wellstar) (E-mail); John Livengood (E-nail); Jose Cordero (E-nail);
Lance Rodewald (E-mail); Maryann R Gall agher (FDA) (E-nmail); Penina
Haber (E-mail); Rob Linkins (E-mail); Scott Loretta (Health Canada)
(E-mail); Spika John (Health Canada) (E-mail); Vernon Thomas (Merck)
(E-mail); Vitali Pool (E-mail); Valt Oenstein (E-nmail)

Subject: Instant draft mnutes of today's VISI conference call

Dear VI SI working group and cc: recipients,

Bel ow pl ease find instant, draft, brief mnutes of
today's conference call of the Vaccine lIdentification
Standards Initiative. This will substitute for nore
formal, detailed mnutes which are no | onger possible
with the departure of Bindi Patel fromCDC s VISI team
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Pl ease advi se nme of any om ssions, suggested
additions, and corrections (spelling, as well as ny
interpretation of the discussion content) that are
needed.

Bruce

Assi stant Chief for Vacci ne Devel opnent
Vacci ne Safety and Devel opnent Branch

Nati onal | nmmunization Program

Centers for Disease Control and Prevention

Postal Mail: 1600 Cifton Road (E-61)
Atlanta, GA 30333 USA
Couri ers: 12 Cor porate Boul evard

Atlanta, GA 30329 USA
Tel : [+1] 404-639-8779
Fax: [+1] 404-639-8834
bgw2@dc. gov

M N -M NUTES - VISI WORKI NG GROUP CONFERENCE CALL
21 MARCH 2001, 11:00 EST

1. PARTI Cl PANTS

CBER/ FDA
Karen Chaitkin
Maryann Gal | agher
Fred Varicchio
CDC
Bruce G Weni ger
Pat Thonas
Chi ron Cor poration
Jayne G | bert
Heal t h Canada
W kke Wal op
Merck & Co.
Janes Mundt
Bruce Rambacher
PFP Consul tants
Ronal d Fili pski
Swedi sh Institute of Infectious D sease Contro
Haral d Hei j bel
Uni f orm Code Counci
John Roberts
Wet h- Leder| e Vacci nes
Lugene Maher
Sarah Fan

2. COLLECTI NG | NDUSTRY VI EMPO NTS

Ron Filipski (formerly director of filling,
packagi ng, warehousi ng, and distribution at Connaught,
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PMC, and now Aventis Pasteur) indicated the desirability
for the industry nenbers of the working group to

coordi nate their viewioints and responses to VIS
proposal s, particularly in the Iight of currently
avai |l abl e technol ogi es, and possible alternatives to

the VISl proposals.

Bruce Weni ger inquired whether this was in order
to provide suggestions and feedback on the current draft
content of the application guidelines in order to be
reflected therein, versus in order to devel op an
i ndustry reaction to the suggestions once the VISl is
formal | y promnul gat ed.

Ron responded it was prinarily the former purpose.
Bruce welconed this effort for specific concrete
suggestions, particularly on the technical barriers that
remai n, and expected tinelags required before various
VI SI conponents could Iikely begin appearing in vacci ne
products. Bruce also said any | anguage proposed about
potential alternatives to VISI conponents might be able
to be added to the VISI text. He cited as an exanple the
per haps-onl y-sonewhat facetious analysis nmade in the past
by industry that it mght be | ess expensive for themto
furnish all inmunization providers with barcode scanners
and conputers than to change their filling lines to affix
peel -of f stickers with online-printed barcodes. (The
stickers are principally to serve non-conputerized clinics
wi th only paper nedical records.)

W kke Wal op, Jayne G| bert, and Janmes Mundt agreed
with Ron's suggestion for what woul d be an industry
subcomittee, and with Ron's offer to coordinate it. It
was suggested that this group di scuss between now and the
next VISl conference call (in 2 nonths), and that it
prepare witten feedback and suggestions for changes to
VISl content for circulation to the WG and di scussi on at
the next VISl call.

Lugene Maher and Bruce commented on the underlying
guestion about formal FDA reaction to various changes and
additions VISl is proposing for vacci ne packaging. The
worry is that manufacturers will invest tinme and effort
preparing for such changes to their product packagi ng, but
when prototypes are presented to the FDA for forma
approval, they will be rebuffed by officials unaware of
the VI SI process or unsupportive of its guidelines. Lugene
said industry had experience with somewhat sinilar
regul atory circunstances in the past.

Bruce pointed out the difficulties inherent in any
| arge agency like CDC or FDA in which the right hand is
of ten not aware of what the left hand is doing. He urged
that the part of FDA involved with approving |abelling
changes on vacci nes be kept informed by the VISl working
group nenbers from FDA, so that the final VISl guidelines
will reflect the FDA stance on these issues. Mry Ann
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Gal I agher, Karen Chaitkin, and Fred Varicchio pointed out
that Bill Purvis is the key vacci ne packagi ng of ficial at
CBER. Bruce said Bill is already on the working group and
gets all the emails, but because he was not on today's
call, he asked that the other FDA participants keep him

i nformed of the discussion and issues.

Finally, on the technol ogy availability subject, John
Roberts nentioned that ww. pharmex.comis one conpany he is
aware of that supplies peel-off stickers suitable for therm
or laser online printing.

3. RSS« + COWPOSI TEO versus DATA MATRI XO Bar code Synbol ogy

James Mundt said Merck was exanining the use of
Data Matrix barcodi ng synbol ogy for internal conpany use
wor | dwi de, and the issue had cone up whether or not this
synbol ogy woul d be better for the VISl peel-off stickers
t han the RSS+Conposite standard currently proposed by VI SI

Bruce Weni ger indicated the choice of which small-
space coding to use was the subject of a VISI conference
call sonme time ago, with representatives of both synbol ogi es
i nvolved. He invited John Roberts to explain the pros and
cons of each. John pointed out that RSS is the mniaturized
1-di nensi onal barcode contai ning the National Drug Code (NDC)
while the Conposite is the 2-di nmensional conponent that sits
above it and can contain the expiration date, [ot nunber, and
other information. These synbol ogies are the creation of a
voluntary, not-for-profit, menbership organization of retai
and whol esal e manufacturers and distributors -- the Uniform
Code Council (UCC) -- which in 1997 began exami ning the
bar codi ng needs of space-constrai ned products, and ultimately
sel ected the RSS + Conposite as its standard, over other
options, and put theminto the public domain.

John pointed out that although Data Matrix synbols
could be enbedded with the identical nunber strings to satisy
EAN- UCC national and gl obal trade identication standards, Data
Matrix is not recognized by the UCC, and thus could not be
used in retail conmerce

Bruce pointed out his understanding that Data Matri x
can pack nore information into a specific unit of area than
can RSS + Conposite, and can tolerate printing errors better
But one disadvantage is that Data Matrix requires nore
expensi ve image scanners to be read. This would be a burden
on health clinics, for whomthe common | aser scanners seen at
checkout counters woul d be several hundred dollars |ess
expensive. "Rastering" |aser scanners that can sweep
in a vertical dinmension are needed to read the 2-di nensi ona
conposi te barcode, but even the cheapest <$100 wand scanner
could still read the 1-dimensional NDC to identify the
vacci ne.

Bruce pointed out that Data Matrix was in the public
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donmain, too, as he learned at the website of the current
owners of the Data Matrix technol ogy

<www. ci matri x. conm acui tyci matrix/index. htm>. He said image
scanners capabl e of reading Data Matrix could al so read RSS
+ Conposite, so that the sane inmager a conpany might use to
track supply conponents coded with the forner synbols could
also read and verify the latter ones on finished products.
John pointed out that the discrimnation between one type of
bar code synbol another on the sanme package woul d occur in the
software receiving the nunber strings passed along by the

i mager scanner, and deciding what to do with them

Janmes Mundt nentioned that Merck's filling Iines would
need to print the RSS + Conposite barcodes on stickers during
the filling operation ("online") at speeds of 300 |abels per

m nute. He asked whether that speed was yet attained by
printing technol ogy. John responded that he thought
performance was quite close to that, and he promi sed to
mai | out | abel-printing sanples he had froma recent test
run docunenting the speeds and resol utions. Ji msuggested
further nmeetings on the latest online printing technol ogy.
John offered to schedul e another session with R ck Fox of
Fox |V Technol ogi es <www. f oxi v. con®, an expert in this
field who has consulted in the past with the VISI

4. PROGRESS IN FORVATTI NG VI SI DOCUMENTATI ON

Bruce Weni ger updated the working group on the |ack of
progress at CDC in identifying a conmputer/webrastering
speci al i st through task order contract to reformat the VI SI
website and prepare it for the public coment phase and
final pronulgation phase. But adnministrative efforts are
continuing. On the other hand, the work is underway to
prepare the witten, printed version to serve in its Adobe
portabl e docunent format (.pdf) as the official VISI
pronul gati on.

Bruce apol ogi zed that a sanple posted on the website
<www. cdc. gov/ ni p/ vi si / prot ot ypes/ VI SI 0316- Sanpl ef or W& pdf >
still needed tweaking to avoid a 6-nminute wait to paint
the VISI |ogo on page 1. [Hence, the need for the
webnaster]. Pat Thomas, the editor, said the hard work to
organi ze a layout for the docunent was over, and that
t hi ngs woul d progress nore quickly pulling in the content
fromthe existing website and reorgani zing and editing it.

5. CANADA PROGRESS ON VACCI NE | DENTI FI CATI ON

Al t hough not on the planned agenda, W kke \Wal op
reported on the Canadian efforts to pronul gate standards
for vaccine labeling. 1In a June or July neeting, they wll
di scuss using nurerical and al phanuneric strings to
identify vaccines in confornmance with Canada Institute of
Heal th Information (CIH) standards. [These will correspond
roughly to the use of the NDC and abbreviations in the VIS
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proposal s. ]

Bruce nmentioned that Canada has al ready noved on
proposi ng rul es on vacci ne packagi ng, such as plans to
mandate three triplicate peel-off stickers for each dose of
vaccine (VISI currently specifies one, and | eaves open the
possibility of duplicate or triplicate stickers). Wkke
offered to brief the working group nore fully on Canada's
progress at the next VI SI conference call

6. SCHEDULI NG OF NEXT VI SI WORKI NG GROUP CONFERENCE CALL

It was decided to hold the next VISI W5 call on
Wednesday, 16 May 2001, at 11:00 am EST in order to provide
the industry subcommittee tinme to organize and present its
viewpoints in witing to the working group in advance of this
call.

7. EUROPE CALLI NG

Upon the term nation of the call at 11:40 EST, Harald
Hei j bel spoke up, after sone WG nmenbers had al ready
di sconnected. Harald indicated he was in Switzerland at the
nmonent to address a vacci nol ogy conference and that he
pl anned to brief the European attendees on the VISI. He
would also try to | earn what happened to the aborted
European initiative to devel op vacci ne abbreviations. Their
3-letter, capitalized format was the origin for the
"main root" abbreviations of VIS

Bruce conmented to Harald that although abbreviations
are the nost tangential part of the VISI proposals, they are
the nost controversial, as they are subject to | ongstanding
personal habits and thus strong opinion. For VISI, they
woul d be used primarily on space-contrained peel - of f
stickers to substitute for increasingly |engthy generic
nanes to identify the vaccine type in human-readabl e text
(as well as in the Vaccine Facts sidebars). But if FDA were
to deem sufficient only providing the shorter tradenanes on
such stickers, the abbreviations could be spun off from VIS
as an i ndependent proposal. Informal, voluntary adoption of
an abbrevi ati on nomencl ature by vacci ne researchers, scientific
journal editors, regul atory agencies, and clinicians may
requi re years of consideration over their utility, flexibility,
and universality for the nany new vacci nes bei ng devel oped
and appearing in the years ahead.

###



